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REMARKS 

Claims 1, 3, 8 and 10 have been amended. Claims 2, 11 and 12 have been canceled. 
New claims 30 and 31 have been added. Claims 4-7, 13-20 and 22-29 have been withdrawn 
from consideration as being directed to non-elected inventions. Thus, claims 1, 3, 8-10, 21, 30 
and 31 are now presented for examination. Support for the amendment to claim 1 may be found 
in the specification at, for example, page 8, lines 16-18; and page 9, hnes 15-34; pages 22-25, 
and in original claim 3. Support for the amendment to claim 8 may be found in the specification 
at, for example, page 12, line 30 to page 13, line 5; and page 22, line 30 to page 25, line 18. 
Support for new claims 30 and 31 may be found in claim 1. Thus, no new matter has been 
introduced by these amendments. 

Claim objections 

Claims 1 and 1 1 were objected to as reciting non-elected subject matter. Claim 1 1 has 
been canceled, and claim 1 as amended recites only elected subject matter, thus overcoming these 
objections, 

Rejection under 35 U.S.C. §101 

The Examiner rejected claims 1 and 11, alleging that they recited non-statutory subject 
matter since the claims do not state that the protein has been isolated. Claim 11 has been 
canceled, and claim 1 as amended recites that the protein is isolated. 

In view of the comments presented above. Applicants respectfiilly request reconsideration 
and withdrawal of the rejection under 35 U.S.C. §101. 

Rejections under 35 U.S.C. § 1 12, second paragraph 

The Examiner rejected claims 1-3, 8-12 and 21 as allegedly being indefinite based on 
identification of a protein solely by name, (e.g., apolipoprotein L-1), rather than other more 
definite characteristics (e.g., structural properties, molecular weight and/or source); Claims 1 1 
and 12 have been canceled, thus rendering the rejections moot as they apply to these claims. 
Claim 1, and the claims that depend directly or indirectly thereon, identity the protein by 
sequence (SEQ ID NO: 1) rather than by name. 
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Claim 1 was rejected as being indefinite based on recitation of "adequate", since it was 
allegedly unclear what was encompassed by this terminology. Although Applicants submit that 
one of ordinary skill in the pharmaceutical art would clearly realize the metes and bounds of such 
compositions, the claim as amended recites "a pharmaceutically acceptable carrier or diluent", 
rather than "an adequate pharmaceutical carrier or diluent." 

The Examiner rejected claim 2, stating that it was unclear what was meant by the protein 
"corresponding to SEQ ID NO: 1." Claim 2 has been canceled, thus rendering this rejection 
moot. 

Claims 1 and 3 were rejected based on recitation of the phrase "pharmaceutically active 
fragment." Claim 1 as amended no longer recites this phrase. Claim 3 as amended recites 
"trypanolytically active fragment", rather than pharmaceutically active fragment. 

Claim 12 was rejected as indefinite based on recitation of the phrase "an homologue 
polypeptide." Claim 12 has been canceled, thus rendering this rejection moot. 

In view the comments presented above, Applicants respectfully request reconsideration 
and withdrawal of the rejections under 35 U.S.C. § 1 12, second paragraph. 

Rejection under 35 U.S.C. § 1 12, first paragraph 

The Examiner rejected claims 1-3, 8-12 and 21 under 35 U.S.C. § 112, first paragraph, 
stating that "while being enabling for "an isolated polypeptide comprising SEQ ID NO: 1 (and 
the specific fragments recited in claim 3)" does not reasonably provide enablement for 
pharmaceutical compositions comprising any apolipoprotein L-1..." The Examiner also alleges 
that the specification is not enabled for treatment of any disease by any species of Trypanosoma 
using these pharmaceutical compositions. 

Applicants respectfully disagree with these allegations. Claim 1 as amended recites a 
pharmaceutical composition comprising an isolated polypeptide havmg greater than 95% 
sequence identity to the polypeptide of SEQ ID NO: 1, or to trypanolytically active fragments 
thereof. One of ordinary skill in the art will appreciate that any desired fragment of SEQ ID NO: 
1 can be produced using methods well known to one of skill in the art, and evaluated for 
trypanolytic activity as disclosed in the specification at pages 19-25 without undue 
experimentation. In addition, proteins having at least 95% identity to SEQ ID NO: 1 can be 
made using mutagenesis techniques well known in the art, and these polypeptides can also be 
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evaluated for activity as described in the specification. Although generation of such fragments, 
and testing these for trypanolytic activity would be tedious, these are standard protocols well 
known in the art of and cannot be considered to involve undue experimentation. According to 
M.P.E.P, § 2164.01, the fact that experimentation may be complex does not necessarily make it 
undue, if the art typically engages in such experimentation. In re Certain Limited-Charge Cell 
Culture Microcarriers, 221 USPQ 1165, 1174 (Int'l Trade Comm"n 1983), affd. sub nom., 
Massachusetts Institute of Technology v. A.B. Fortia, 11 A F.2d 1104, 227 USPQ 428 (Fed. Cir. 
1985). See also In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404. The test of enablement is not 
whether any experimentation is necessary, but whether, if experimentation is necessary, it is 
undue. In reAngstadt, 537 F.2d 498, 504, 190 USPQ 214, 219 (CCPA 1976). 

In addition, Applicants do not agree that the specification is not enabled for treatment of 
any diseases caused by any species of Trypanosoma. The specification clearly enables a method 
of ameliorating and/or preventing a Trypanosoma infection in a mammal by administering a 
pharmaceutical composition comprising the isolated polypeptide of claim 1, or a trypanolytically 
active fragment thereof. These methods are clearly enabled and described in the present 
specification at page 22, line 30 to page 25, line 18, for two species of Trypanosoma, namely 
Trypnosoma brucei rhodesiense and Trypanosoma brucei brucei. One of ordinary skill in the art 
will appreciate that the trypanolytic activity of these peptides will necessarily prevent and/or cure 
trypanosome-mediated diseases since lysis of the causative agents will result in amelioration 
and/or the inability of these organisms to infect a mammal. 

Claims 1-3, 8-12 and 21 were rejected under 35 U.S.C. § 1 12, first paragraph as allegedly 
failing to comply with the written description requirement. The Examiner contends that only 
SEQ ID NO; 1 is described in the present specification, which is clearly incorrect. The 
specification as filed discloses various polypeptide fragments of SEQ ID NO: 1 (see page 3, lines 
1-6; page 10, lines 4-10, page 18, lines 15-21). 

Such language has been widely accepted by the PTO as noted in the 2008 Written 
Description guidelines which state, in Example 11 A, that a claim to an isolated nucleic acid 
sequence that encodes a polypeptide with at least 85% sequence identity to SEQ ID NO: 2 is 
described by a specification that discloses a polynucleotide sequence of SEQ ID NO: 2. The 
guidelines state that "the disclosure of SEQ ID NO: 2 combined with the pre-existing knowledge 
in the art regarding the genetic code and its redundancies would have put one in possession of the 
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genus of nucleic acids that encode SEQ ID NO: 2. With the aid of a computer, one of skill in the 
art could have identified all of the nucleic acids that encode a polypeptide with at least 85 
% sequence identity with SEQ ID NO: 2. Thus, one of ordinary skill in the art would conclude 
that the applicant was in possession of the claimed genus at the time the application was filed." 

In view of the comments presented above, Applicants respectfully request reconsideration 
and withdrawal of the rejections under 35 U.S.C. §112, first paragraph. 

Rejections under 35 U.S.C. $ 102('b) 

Claims 1-3, 11 and 12 were rejected under 35 U.S.C. §102(b) as being anticipated by 
Duchateau et al. (J. Lipid Res. 42:620-630, 2001). The Examiner alleges that a recitation of 
intended use must result in a structural difference between the claimed invention and the prior art 
in order to patentable, and that if the prior art structure is capable of performing the intended use, 
then it meets the claim. In the present case, the Examiner states that a "pharmaceutical carrier" 
or "diluent" reads on water, and would therefore be inherent in the preparation/isolation of the 
proteins. 

Ducati et al. disclose characterization of the genes encoding the Apo-L family of proteins, 
including pail-I. This reference describes axon structure, splice variants, transcriptional start 
sites, and expression in several tissues using degenerate primers. However, this reference does 
not disclose isolation or purification of any pail-I protein or polypeptide. Because this reference 
does not disclose that the protein was ever isolated, it also does not disclose placing the protein 
into any type of carrier, buffer or solution. In order for a claim to be anticipated by a reference, 
thee reference must disclose every element of the claim. In the present case, Ducati et al. do not 
disclose the isolated protein or any fragment thereof, or any pharmaceutically acceptable carrier 
containing the isolated protein or any fragment thereof . In addition, this reference provides 
absolutely no teaching or suggestion that such a protein would have any pharmaceutical activity. 
Thus, its placement into a pharmaceutically acceptable carrier would also not be obvious in view 
of this reference. 

Claims 1-3, 11 and 12 were rejected as allegedly anticipated by Tyler et al. {Mol. 
Biochem. Parasite. 69:9-17, 1995). The Examiner states that although Tytler et al. do not 
specifically recite that their human apolipoprotein comprises SEQ ID NO: 1 , that absent evidence 
to the contrary, it inherently would be given that it is from the same source, possesses the 
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identical function and name. Enclosed herewith as Exhibits A and B are the International 
Preliminary Examination Report (IPER) and International Search Report (ISR), respectively, in 
corresponding PCT Application No. PCT/BE2003/000131 (Publication No. WO 2004/012757). 
As noted in the IPER, the protein described by Tytler et al. is not the same as the protein in 
present claim I. In item 6 of the IPER, the Examiner states that: 

The Applicant has however argued that the teaching of doctmient Dl is in fact 
erroneous since the molecule identified in document Dl as apoL-I is not apoL-I but is a 
different molecule. The Applicant has pointed to the discrepancy between the apparent 
molecular weight of apoL-I as derivable from Figure 2c in Dl (greater than 80 kDa), and 
the molecular weight of apoL-I indicated in document D3 (42kDa) as support for this 
view. Thus, in the absence of any contrary evidence showing that the molecule described 
in document Dl was apo-LI, the International Examining Authority have accepted the 
arguments of the Applicant. Thus, it appears that the erroneous teaching of (the) 
document cannot for(m) the basis for a finding of lack of inventive step in respect of the 
subject matter of present Claims 1 to 10. 

As noted in the ISR, document Dl corresponds to Tytler et al. {Mol. Biochem. Parasitol. 
69:9-17, 1995), and document D3 corresponds to Duchateau et al. (J. Lipid Res. 42:620-630, 
2001). Thus, because the claimed protein is not the same as the one disclosed by Tytler et al., the 
claims cannot be anticipated by this reference. 

In view of the comments presented above. Applicants respectfully request reconsideration 
and withdrawal of the rejections under 35 U.S.C. § 102(b), 
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CONCLUSION 

Applicants submit that all claims are in condition for allowance. If any minor matters 
remain that could be resolved by teleconference, the Examiner is invited to contact the 
undersigned at the telephone number provided below. Please charge any additional fees, 
including any fees for extensions of time, or credit overpayment to Deposit Account No. 11- 
1410. 

Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 

Dated: /////^f B. /^//^ / 

/ / -ffdifS Bartfeld, Ph.D. ^ 

' ' Registration No. 39,901 

Agent of Record 
Customer No. 20,995 
(619) 235-8550 
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